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Document No. 92-02 


U.S. DEPARTMENT OF AGRICULTURE 
Agricultural Biotechnology Research Advisory Committee 
Minutes of Meeting 
AUGUSCS2 6-2)/5 81992 


Time, Place, and Participants 


A meeting of the Agricultural Biotechnology Research Advisory 
Committee (ABRAC) took place August 26 and 27 in the Rosslyn and 
Georgetown Rooms of the Rosslyn Westpark Hotel at 1900 North Fort 
Myer Drive in Arlington, VA. The meeting had been announced in 
the Federal Register and was open to the public. 

Members present included: 


A. David Kline, Chair, State University of New York, New Paltz, 
NY; 


William Witt, Food and Drug Administration, National Center for 
Toxicological Research, Jefferson, AR; 


Anne Vidaver, Vice Chair, University of Nebraska, Lincoln, NE; 
David Andow, University of Minnesota, St. Paul, MN; 
Stanley Pierce, Rivkin, Radler & Kremer, Uniondale, NY; 
Walter A. Hill, Tuskegee University, Tuskegee, AL; 
Ronald R. Sederoff, North Carolina State University, Raleigh, NC; 
Anne R. Kapuscinski, University of Minnesota, St. Paul, MN; 
Susan Harlander, Land O’Lakes, St. Paul, MN; 
Edward P. Bruggemann, National Audubon Society, Washington, DC; 
Robert T. Fraley, Monsanto Company, St. Louis, MO; 
James Lauderdale, The Upjohn Company, Kalamazoo, MI; 
Panella G. Marrone, Entotech, Inc., Davis, CA; 
Alvin Young, Executive Secretary and Director, Office 
of Agricultural Biotechnology, U.S. Department of 
Agriculture, Washington, DC. 


U.S. Department of Agriculture (USDA) Office of Agricultural 
Biotechnology (OAB) staff present included Maryln Cordle, Marti 
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Asner, Barry Stone, Marci Hilt, and Daniel Jones. Others present 
are listed in Appendix A. 


August 26, 1992 


Dr. Kline chaired the August 26 session. He called the meeting 
to order at 9:12 a.m., introduced the members of the ABRAC, and 
asked Dr. Young to speak. 


Dr. Young announced that ABRAC member Dr. Lee Bulla had resigned 
to assume additional duties at the University of Wyoming, and 
said that efforts were underway to fill his slot. He then 
introduced the OAB staff, and asked the guests to introduce 
themselves. 


After the ABRAC approved the agenda, Dr. Kline directed the 
committee’s attention to the draft minutes of the previous ABRAC 
meeting. Members of the ABRAC requested the following changes to 
the draft: 


i. Page 21 


@ First paragraph, second line: insert "in the wild" 
after the word "catfish." 


e First paragraph, third line: insert the word "at" 
after the word "occur." 


e Second paragraph, third line: insert the word "was" 
after the word "rate." 


@ Second paragraph, third line: insert "in the wild" 
after the word "fish." 


one Page 23 
@ Fifth paragraph, ninthedine: Wsubstitute the word 
"collected" for the word "developed." 
6 Fifth paragraph, tenth line: "wold" should be "would." 
Bh Page 24 
& First paragraph, fourth line: insert the word "adult" 


between "the" and "fish." 


® Third paragraph, second line: transpose the words 
Wactual ly" anda were. 


® Fourth paragraph, second line: substitute "are" for 
Nis, Ww 


4. Page 25 
® Second paragraph, second line: substitute "were" for 
"was." 
® Fifth paragraph, sixth line: replace "at USDA" with 


"by the Legislative Commission on Minnesota Resources." 
on Page 26 


3 Second paragraph, fifth line: replace "stocker" with 
"brood stock." 


® Third paragraph, second line: replace "had looked at 
Phase 2 (sic)" with “had looked at other parts of ithe 
project." 
6. Page 28 
@ Sixth paragraph, third line: delete the word "new" 


that appears between the words "in" and "possible." 
The ABRAC then approved the draft minutes. 


Dr. Young then introduced Dr. Duane Acker, Assistant Secretary of 
Agriculture for Science and Education. 


Welcoming Remarks: Dr. Acker 


Dr. Acker welcomed the ABRAC members and guests to the meeting, 
and expressed regret at the resignation of Lee Bulla. He then 
pointed out that new knowledge such as that generated by 
biotechnology research can be unsettling and underscores the need 
for the type of judgment and deliberation that the ABRAC 
undertakes. 


Dr. Acker said that prior to his confirmation by the U.S. Senate, 


he had studied the Proposed Guidelines for Research Involving 


Planned Introduction into the Environment of Genetically Modified 
Organisms (hereafter referred to as the Guidelines). He said he 


was glad noted that the Guidelines had been distributed so 
widely. 


Dr. Acker then discussed trade and exports. He noted that his 
previous governmental assignments had included heading USDA’s 
Foreign Agricultural Service (FAS) and Office of International 
Cooperation and Development (OICD); and that he also had held a 
senior-level position at the U.S. Agency for International 
Development (AID). He said that biotechnology offers great 
potential for enhancing U.S. competitiveness in the world 
marketplace, but that other countries might use the techniques of 
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biotechnology as an excuse to erect barriers to the importation 
of (UsS. sagriculturalproducts: 


Dr. Acker said that Congress had cut the fiscal year 1993 budget 
for USDA advisory committees (of which the ABRAC is one) by more 
than 50 percent to just under $1 million. He warned that the 
cuts could mean the end of honoraria for ABRAC members, and 
explained that USDA was studying the roles of all of its advisory 
committees. 


Dr. Kapuscinski asked Dr. Acker whether the Senators had asked 
him any questions about the Guidelines during his confirmation 
hearings. Dr. Acker said no, and added that he had been asked 
only about four or five questions in all. 


Dr. Lauderdale asked if the reduced budget for Federal advisory 
committees would mean termination of the ABRAC. Dr. Acker said 
he could not imagine that the ABRAC would be terminated. 


Dr. Vidaver asked Dr. Acker for his reaction to the Guidelines. 
Dr. Acker responded that USDA had endorsed the Guidelines as 
guidelines, but that they are not regulations. He said that the 
Guidelines help researchers comply with existing regulations. 


Dr. Andow asked Dr. Acker to elaborate on the relationship of 
biotechnology to international trade disputes. Dr. Acker 
responded by giving an example of a current trade dispute between 
the United States and the European Community (EC). The dispute 
centers on the EC’s refusal to import U.S.-inspected meat 
products; instead, the EC has insisted that U.S. meat processing 
plants be built and operate to conform with its regulations. Dr. 
Acker added that as more technology is developed, the likelihood 
increases that some countries will use such technology as a 
pretext to justify the erection of trade barriers. 


Dr. Kline thanked Dr. Acker for his presentation, and introduced 
Dr. James Cook, who discussed a draft paper by the Organization 
for Economic Cooperation and Development (OECD) on scientific 
issues and principles pertaining to the environmental safety of 
the scale-up of new plant lines as crop cultivars. 


OECD Draft Paper 


Dr. Cook explained that he was the working chairman of an 
international committee within the Organization for Economic 
Cooperation and Development (OECD) charged with drafting the 
paper. The OECD is a Paris-based organization of the world’s 
industrial countries. Within the Scientific and Technical 
Directorate of the OECD, there is a Group of National Experts in 
Biotechnology, which had asked the United States to take the lead 
in drafting the paper. 


> 


Dr. Cook mentioned that he could not make the full draft of the 
paper available to the ABRAC; his presentation consisted of 
slides with accompanying handouts that outlined the document. 


Dr. Cook noted that the paper is not a prescriptive document; it 
does not specify what should be regulated. Instead, it lays out 
issues and principles for scientists and regulators to consider 
as they address environmental safety questions related to the 
scale-up of new plant lines as crop cultivars. Moreover, the 
document provides a framework within which to address these 
issues, rather than a step-by-step guide. 


The paper is intended for scientists, variety release committees, 
experiment station directors, regulatory agencies, and others who 
are interested in or responsible for the safe development of crop 
plants. Such plants include those grown for commercial or 
personal use; those grown for food, feed, fiber, or flowers; 
domesticated plants; plants for which there is familiarity; and 
trees intended for fruit or fiber production. Forest trees are 
not included. 


"Environmental safety" refers to safety to the agricultural 
environment, natural environment, and work environment. The term 
"large-scale," as used in the paper refers to a stage in 
research, not the size of a plot. The issues and principles in 
the paper are product-based, not process-based; they are 
independent of the method of genetic modification. 


The paper lays out several examples of scaling up new plant lines 
as crop cultivars: performance trials, advanced tests, 
demonstration trials, and yields trials. However, the paper’s 
scope ends with seed increase; commercial application is not 
covered. 


Scientific reasons for large-scale experiments include confirming 
conclusions reached in small-scale experiments; testing for rare 
or scale-dependent events of effects; testing for environment- 
dependent events or effects; and testing for subtle treatment 
effects such as the loss of productivity that sometimes arises 
when a plant becomes more resistant to disease. 


Dr. Cook reviewed goals for plant breeding, methods of plant 
breeding, reasons for cultivar development, and examples of the 
integration of molecular and traditional breeding methods. 


He said the paper specifies, defines, and discusses several 
safety issues for plants including gene transfer, weediness, 
trait effects (non-target), genetic and phenotypic variability, 
biological vectors, and worker safety. 


Familiarity is a pivotal concept in the paper. It applies not 
only to the plants, but also embodies an approach for addressing 
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safety issues. Familiarity results from knowledge and experience 
with the crop plant, both the target and the surrounding 
environment, and the trait(s) of interest, as well as on overall 
plant breeding experience. 


Dr. Cook concluded his remarks with a quote from a 1989 National 
Academy of Sciences (NAS) report: 


Familiar does not necessarily mean safe. Rather, to be 
familiar with the elements of an introduction means to 
have enough information to judge the introduction’s 
safety or risk. 


Dr. Kline asked Dr. Vidaver to comment on the paper. Dr. Vidaver 
asked Dr. Cook if the paper intentionally mentioned only one 

biological vector. Dr. Cook said yes, and added that little time 
was spent on vectors because this is not a scale-dependent issue. 


Dr. Vidaver suggested that toxicants be listed as an additional 
consideration with respect to worker safety, and that the issue 
of post-test disposal of material be addressed. Dr. Cook said 
that the committee drafting the paper had not decided on how to 
address the disposal issue, and that an additional section on 
cultural practices was needed. 


Dr. McCammon said that perhaps another document on management and 
cultural practices is needed, and noted that the current document 
deals only with environmental safety, not food safety. The 
disposal question is more likely to be a food safety issue. Ms. 
Cordle noted that the OECD is preparing a companion document on 
food safety. 


Dr. Kline then asked Dr. Bruggemann to comment on the paper. Dr. 
Bruggemann asked why the paper does not address commercial use; 
Dr. Cook explained that only after considerable debate did the 
drafting committee finally agree to stop at seed increase. 


With respect to gene transfer, Dr. Bruggemann said that in 
addition to a requirement that hybrid seed remain at the site, 
survive, and grow, seed dispersal also should be considered. Dr. 
Bruggemann then asked if the final document will have conclusions 
or recommendations. Dr. Cook said there would be a series of 
conclusions, and explained that the paper is designed to be a 
reference document for each country to use as it sees fit. 


Dr. Harlander asked whether there are any instances of scientists 
using OECD’s Good Developmental Principles (GDP’s) and that in 
light of extensive standards of practice, Federal oversight is 
not necessary. Dr. Cook answered that GDP’s generally are good 
experimental practices that are followed routinely. 
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Dr. Sederoff asked why forest trees were excluded from the paper. 
Dr. Cook said that there was very strong opposition by some 
countries to including forest trees. Dr. Sederoff pointed out 
that where trees are planted as crops the paper’s principles 


apply. 


Dr. Andow said that the use of the term "scale" is not clear if 
it does not refer to spatial scale. Dr. Cook explained that 
"scale-up" refers to moving towards having a sufficiently large 
supply of seed to begin commercial use; "scale" also refers to a 
wider area or to conducting field tests on more sites. 


Dr. Andow asked for clarification of the term "crop plants," and 
Dr. Cook explained that some imprecision might be necessary in a 
paper that seeks consensus of an international committee. 


Dr. Kline asked why genetic transfer is considered a safety 
issue. Dr. Cook said genetic transfer is a safety issue to the 
extent that it affects the ability of incoming pollen to 
fertilize a plant; it is not a safety issue in and of itself. He 
acknowledged that some of the paper’s categorizations essentially 
mix apples and oranges. 


Drs. Andow and Kline expressed concern as to whether the safety 
analysis activities presented in the paper are scientific 
activities. Dr. Cook responded that determining and finding a 
way to alleviate the cause of a safety problem is scientific. 
Ms. Cordle said that the idea of the paper is to help scientists 
to specify what the safety issues are and how to address them. 
The paper is issue-oriented, not procedure-oriented. 


Dr. Andow asked if the paper addressed the need to draw on the 
experience of ecologists, and pointed out that to an ecologist, 
unlike a breeder, the concept of familiarity is not equated to 
nearest genetic proximity. 


Dr. Fraley suggested that the paper draw more extensively on the 
concept of familiarity. 


Dr. Kapuscinski asked what the definition of "domesticated" was 
in the paper. Dr. Cook said the term was his own choice for use 
in his presentation, and that he used it to paraphrase a concept 
in the paper. Dr. Kapuscinski said that domestication is crucial 
to prioritizing safety issues, and needs to be addressed directly 
in the paper. Ms. Cordle assured Dr. Kapuscinski that the 
concept of domestication, if not the word itself, is addressed in 
the paper. 


Dr. Kapuscinski said that the paper should make clear that the 
ability to use the results of an experiment to address ecological 
functions depends directly on whether the test deals with 
ecological functioning. 
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Dr. Givnish asked about whether the paper’s idea of performing a 
safety analysis in just a few minutes based on familiarity is 
truly doable or even desirable. Dr. Cook said the idea of the 
quick analysis is to dispel the notion that the organisms in 
question are dangerous, and that a safety analysis is a simple 
matter of judgment. 


Dr. Givnish said that he was glad the paper shows concern for 
environmental safety but that he was concerned that the 
methodologies for determining such safety were not well- 
developed. 


Dr. Kline thanked Dr. Cook for his presentation, and asked Dr. 
Andow to discuss the work of the Risk Assessment Working Group. 


Risk Assessment Working Group 


Dr. Andow said that the Risk Assessment Working Group (hereafter 
referred to as the Working Group) had met the previous day to 
discuss the field trial and oversight experience of USDA’s Animal 
and Plant Health Inspection Service (APHIS). APHIS had asked the 
Working Group whether it thought a performance standard approach 
to the regulation of transgenic plants is scientifically 
justified, and whether the approach of APHIS in developing such 
standards is scientifically justified. Dr. Andow said that the 
consensus of the Working Group was "yes" to both questions. 


However, Dr. Andow added, the Working Group disagreed 
considerably over what the performance standards should be. For 
that reason, Dr. Andow asked the four participating guest experts 
and the Working Group members to send written comments on the 
proposed APHIS standards to him; he will then summarize the areas 
of agreement and disagreement. 


The Working Group also addressed whether performance standards 
can be generic in nature or should be developed on a crop- 
specific basis. Dr. Andow said the Working Group concluded that 
although generic standards are difficult to develop, some issues 
can be applied on a generic basis fairly soon. 


More specifically, the Working Group agreed that the standard 
specifying that the altered plant should be stably integrated 
into the genome of the transgenic plant, and the standard 
specifying that the introduced genetic construct should be 
incapable of generating infectious viruses or virons are 
applicable generically. 


There was some disagreement over whether the standard which 
specified the need for applicant control over the location and 
biological fate of the transgenic plant and tissues derived from 
the plant could be applied generically. The Working Group also 
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disagreed considerably over whether the standard which specified 
the need to conduct an experiment so that it has no significant 
impact on flora or fauna was applicable generically. 


Dr. Sederoff noted that the Working Group also disagreed on how 
to define a "regulated article." He said the Working Group felt 
that more attention needs to be paid to the concept of using 
unmodified organisms as the baseline for the comparison of 
modified organisms. He also expressed appreciation for the 
efforts of APHIS to communicate with the Working Group. 


Dr. Kapuscinski asked for more details on how the Working Group 
reached its conclusions. Dr. Andow answered that the Working 
Group was able to address the issues of direct plant/pest risk 
very easily, but that dealing with environmental risk was much 
more difficult. The Working Group concluded that a crop-specific 
approach to performance standards was a reasonable short-term 
strategy, and that a generic approach would be more achievable 
over the medium term. 


Dr. Andow noted that the Working Group also discussed isolation 
distances, organism identification, and the experimental use of 
exotic pests and disease agents as challenge organisms. With 
regard to the latter, the Working Group concluded that wider 
input is needed. Two ways of acquiring that input are contacting 
other scientific professional organizations and publishing a 


notice in the Federal Register. 


Dr. Sederoff added that with respect to exotic pests, the Working 
Group agreed that experts should decide which containment 
procedures are adequate so that a generic performance standard 
could be developed. 


Also discussed at the meeting were the uses of negative effects 
data: how to capture information being developed from field 
releases and use accumulated experience to guide future risk 
assessment decisions. 


Another topic of discussion was traits of special concern. APHIS 
suggested that such traits might exist and gave some examples. 
The Working Group and guest experts generally agreed that such 
traits exist but wondered how to identify them. The Working 
Group and guest experts agreed that identification by 
exclusionary means was achievable, but wondered whether inclusive 
identifications were possible. Dr. Andow said this is a fairly 
Centrale scirentitic: issue that affects not only traits’ but is 
linked to environmental assessments. A future activity of the 
Working Group might be to bring plant breeders and plant 
ecologists together to discuss how to link the traits of special 
concern with environmental assessments. 
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Dr. Young said that the real value of the Working Group meeting 
was not the conclusions reached (or not reached) but the 
opportunity for wide-ranging discussion. 


Dr. Vidaver noted that the area of traits is critical to 
introductions of new organisms into the environment, especially 
if scientists focus on products rather than processes. Dr. 
Sederoff pointed out that traits that pose a hazard in one 
organism may not pose a hazard in another, and that APHIS has 
raised questions that go beyond the scope of the Guidelines. 


Dr. Fraley said that worrying about specific traits is a waste of 
time, and that containment should be addressed. Dr. Givnish said 
that by considering traits associated with a wide range of crops, 
some crops can be excluded from rigorous screening. For that 
reason, he said, it is worthwhile to explore traits. He added 
that ecologists may not agree with the additive scheme posed by 
the Guidelines’ levels of safety concern. Dr. Kapuscinski said 
she saw some merit in exploring traits, and that containment 
can’t always resolve problems related to traits. 


Dr. Young then asked Dr. Kapuscinski to discuss the Working Group 
on Aquatic Organisms and Environmental Safety. 


Working Group on Aquatic Organisms and Environmental Safety 


Dr. Kapuscinski said that she had been asked to chair a working 
group on aquatic biotechnology and environmental safety 
consisting of herself, Dr. Witt, and Dr. Bruggemann. The group’s 
task is to develop draft scientific criteria for generic 
performance standards for conducting research in hatcheries, 
raceways, and ponds with freshwater and marine fish, mollusks, 
and crustaceans with ecologically novel traits. 


Dr. Kapuscinski said the group would be working closely with Ms. 
Cordle and also with the following five experts: 


® Dr. Peter Moyle, University of California/Davis; 

@ Dr. Rex Dunham, Auburn University; 

® Dr. Howard Byrne, University of California/Berkeley; 

® Drs Harold Kincaid? US rish sands Wildlife Service; and 

@ Dr. Eric Hallerman, Virginia Polytechnic Institute and State 
University. 


Dr. Kapuscinski said that she is seeking matching funds from 
other sources to help finance the work of this group. The group 
members and experts will prepare an initial draft of the 
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criteria, and convene a workshop of many more experts to refine 
the draft. After the refinements are complete, the draft will be 
submitted to the ABRAC. After ABRAC makes its changes, the 
document will be submitted to CSRS through Dr. Young for possible 
publication by USDA in the Federal Register. 


Dr. Kapuscinski said that she had near-complete approval from the 
State of Minnesota for a large amount of money to convene the 
workshop. The money would be available July 1, 1993; the 
workshop would be held in the Twin Cities in Minnesota. The 
workshop would result in a document that would summarize comments 
on the initial draft and provide recommended revisions. In 
addition, the director of the Sea Grant program at the University 
of Minnesota has invited Dr. Kapuscinski to submit a proposal for 
funding. 


The initial meeting of the working group will be in the fall of 
1993 — possibly October — at which time the members and experts 
will agree on a list of 25-40 expert attendees to the workshop. 
The workshop also will be open to the public and to government 
agencies. 


Dr. Young announced that OAB has received $10,000 from the 
Assistant Secretary’s Evaluation Funds to use for planning the 
workshop. 


Dr. Fraley asked if the invitees include anyone from small 
companies. Dr. Kapuscinski said that representatives of small 
firms would be added to the list; Dr. Fraley suggested that the 
core committee (the working group members and experts) also 
include a small-company representative. Dr. Kapuscinski 
expressed concern that the core committee might become too large. 


Dr. Marrone asked if aquatic microorganisms would be included in 
the workshop; Dr. Kapuscinski said that the ABRAC had not 
envisioned addressing them. 


Dr. Pierce asked why no invertebrate zoologists were on the core 
committee, since molluscs were among the animals being studied. 
Dr. Kapuscinski said that three to four such people had been 
identified to be invited to the workshop. 


Dr. Bruggemann asked whether an aquatic facilities engineer 
should be included. Dr. Kapuscinski said that such an engineer 
should be invited to the workshop. She added that she was 
struggling with trying to balance the number of people on the 
core committee with the number of people invited to the workshop. 


Dr. Brady suggested that experts in zebrafish be invited to the 
workshop. Dr. Kapuscinski noted that she is one of the principal 
investigators of a University of Minnesota project involving 
zebrafish. 
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Dr. Berkowitz said he was unclear as to the scope of the project. 
Dr. Kapuscinski said that the project is not just linked to 
containment facilities but is designed to result in performance 
standards that are sufficiently sound and generic to avoid the 
need for case-by-case environmental assessments and environmental 
impact statements. 


Dr. Kline thanked Dr. Kapuscinski, and then introduced Dr. David 
MacKenzie, who discussed the biotechnology risk assessment 
research program mandated under the Food, Agriculture, Trade, and 
Conservation Act of 1990 (1990 Farm Bill). 


Biotechnology Risk Assessment Research 


Dr. MacKenzie recounted the history of the biotechnology risk 
assessment research program and updated the ABRAC on the progress 
of the program. 


Proposals for fiscal year 1992 were in the following categories: 


Proposals for Biotechnology Risk Assessment Research Funds, 
Fiscal Year 1992 


TYPE OF PROPOSAL # OF 
PROPOSALS 
Predict fate/effect of pollen from genetically 
modified plants 


Evaluate potential for plant virus component 
reversion or recombination from genetically 
modified plants 


Pee ee 


Aquaculture 
Microorganisms in soil ecosystem 
Miscellaneous 


Dr. MacKenzie said that the peer review panel evaluating the 
proposals ranked the top 20 and recommended eight for funding. 
The eight are: 


e The spread of transgenic weeds with resistance to herbicide; 


® Genetic risk assessment of tobacco budworm resistance to 
transgenic Bt toxin; 


w Rhizopine synthesis and catabolism genes for the creation of 
"biased rhizospheres;" 


18S) 


e Predator avoidance, spawning, and foraging ability of 
transgenic catfish; 


e Impact of patchiness and life strategy on the spread of 
phyllosphere bacteria; 


e Risk assessment of virus spread using transgenic plants 
containing viral coat protein genes; 


e Stability of disabled viroid sequences in transgenic plants 
and generation of wild-type viroids via sequence reversion 
and recombination; and 


e Assessing horizontal gene transfer from rhizosphere 
microorganisms to a genetically modified organism. 


Dr. MacKenzie said that unsuccessful applicants will receive 
personal letters from him and the comments of the panel on their 
proposals. 


For next year, Dr. MacKenzie sought the ABRAC’s advice on whether 
the program should call for pre-proposals, and whether to hold a 
conference of principal investigators. 


Dr. Kline noted that at the March ABRAC meeting, Dr. Ted Wilson 
had asked for the ABRAC’s advice on setting priorities for risk 
assessment research. The ABRAC had agreed with the priorities 
set by CSRS, but had added some more, he said. 


Dr. Andow asked when Dr. MacKenzie needed the ABRAC’s input. Dr. 
MacKenzie said that within the next three weeks, the amount of 
money available for next year’s grants would be calculated, and 
the procedures for soliciting proposals would be published in the 
Federal Register. The ensuing revisions and subsequent events 
would bring the date for solicitation to around January 1, 1993. 


Dr. MacKenzie asked if the ABRAC could come up a new set of 
priorities for funding for 1993. He noted that the currently 
funded projects are two to three years’ in duration each, so a 
new set of priorities would enable a wider range of topics to be 
studied. 


Dr. Kapuscinski said that she thought pre-proposals could be a 
good idea, but that in view of the limited funds available for 
risk assessment research, a conference of principal investigators 
might not be a good idea. 


Dr. Hill asked what the dollar range for risk assessment research 
is. Dr. MacKenzie said that one 24-month grant totaled $96,000, 
while several 36-month grants exceeded $200,000. There are no 
provisions for matching funds in the program. Panelists tend to 
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favor proposals that are interdisciplinary, and seem to favor 
slightly those proposals which come from younger scientists. 


Dr. Kline thanked Dr. MacKenzie for his presentation, and 
recessed the ABRAC for the day at 4:30 p.m. 

August 27, 1992 
Dr. Vidaver chaired the August 27 session. She began the session 


by asking Dr. Pierce to present his proposed revisions of ABRAC 
operating procedures. 


Revision of ABRAC Operating Procedures 


Dr. Pierce proposed the following revisions: 


e Paragraph 1: Delete the last sentence. 

e Paragraph 4: End the first sentence after "expenses." 
Delete "and." Begin new sentence with "An" and rewrite to 
read: "An honorarium will be offered for their services if 


funds are available." 


e Paragraph 6: Add the following after "discretion:" "Members 
may appeal rulings of the Chair in accordance with Roberts 
Rules of Order. 


e Paragraph 12: Replace the comma after "indirectly," and add 
the following: "and should indicate to the Committee an 
intention to abstain." 


e Paragraph 15: Remove the period after "representatives" and 
add "not specifically authorized to receive the 
information." 


e Paragraph 16: After "members," insert "experts, and 
external reviewers". After the end of the sentence, add the 
following new sentence: "Individuals and organizations 
providing confidential business information shall be 
notified and provided with an opportunity to object and/or 
withdraw materials when information is to be shared with 
external reviewers or other persons who are neither ABRAC 
members nor agency personnel." 


e Paragraph 19: Add the following sentence after the first 
sentence: "Votes which would modify notice requirements or 
which change procedures with respect to the handling of 
confidential business information shall be announced in the 
Federal Register 30 or more days prior to the taking of the 
vote. The OAB shall handle the announcement." 
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® Form A: Delete the second paragraph. In the third 
paragraph, insert the following between "a" and "breach:" 
"intentional or grossly negligent." 


The ABRAC generally approved the changes, but some members were 
concerned that the document did not define confidential business 
information. Dr. Pierce promised to find a definition and submit 
it to the ABRAC. 


Dr. Vidaver thanked Dr. Pierce, and asked Dr. Young to discuss 
the ABRAC’s possible activities with respect to societal issues 
involving biotechnology. 


Societal Issues Involving Biotechnology 


Dr. Young reminded the ABRAC that at the March meeting, the 
possibility of exploring societal and ethical issues related to 
biotechnology was discussed briefly. Since that time, about 
$20,000 of ABRAC funds have become available to explore these 
issues. Dr. Young said OAB was considering the awarding of funds 
to an independent group, the North Carolina Biotechnology 
Research Center to prepare a white paper on these issues. He 
then introduced Mr. Burke of the North Carolina Biotechnology 
Center, who presented to the ABRAC a proposed approach to 
preparing such a white paper. 


Mr. Burke explained that the North Carolina Biotechnology is a 
private, non-profit organization funded at about $7.5 million per 
year by the North Carolina General Assembly. The Center 
undertakes activities designed to ensure that biotechnology will 
benefit North Carolina’s economy and society. He said that in 
dealing with biotechnology, addressing only the science and/or 
economics is inadequate; also needed are education and 
information that allow professionals to deal with policy and 
related issues. 


Mr. Burke’s own background is that of an educator. He and his 
staff of 10 (the Center has a total staff of 50) address the 
education and training issues involved in biotechnology. 


The three main goals of the Center project would be to help the 
ABRAC implement its mission and activities; enable the ABRAC to 
respond proactively and innovatively to an area important to the 
future of agricultural biotechnology; and help audiences respond 
better to the challenges of applying biotechnology to food. 


The project would be restricted to food biotechnology, rather 
than attempt to encompass all of agriculture. 


As project director, Mr. Burke would gather and synthesize 
information from varied sources and constituencies on issues 
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related to food biotechnology and on methods for addressing 
public issues. The project’s ad hoc committee of 10 to 15 
members would be one of those sources, as would the ABRAC. The 
committee would meet in January as part of the information- 
gathering effort. 


The paper itself would identify and characterize the issue raised 
by the application of biotechnology to the production of food and 
foodstuffs; present and analyze in detail one of those issues; 
and develop a methodology and model approach to addressing both 
the issues and the parties responding to them. 


Dr. Harlander, a primary reviewer, responded to the proposal. 

She said she had several concerns about the proposal. First, the 
ABRAC has not decided what role it wants to play with respect to 
societal and ethical issues; much more discussion is needed in 
this area. Second, this project could duplicate other activities 
in this area. Finally, if this project is to go forth, selection 
of an awardee should be competitive, she concluded. 


Dr. Kline, also a primary reviewer, commented on the proposal. 
Dr. Kline said he felt the proposal was worth doing and that the 
Center could do the job. He characterized the proposal as one 
embodying descriptive ethics, and would be preliminary to 
applying normative ethics to these issues. He noted that 
agricultural scientists often are naive about the concerns of 
other disciplines, and that science as commonly taught often is 
divorced from everyday human experience. 


Dr. Young explained that the Center had been approached because 
its interest in this subject was known and USDA had worked with 
the Center before. However, no award had yet been made; the 
ABRAC could say no to the proposal and the $20,000 would go back 
to the Federal treasury. 


Ms. Eileen Kugler said that her organization, the Institute for 
Science and Society (ISIS), could perform the proposed project 
and, in fact, was already doing so. She said that ISIS has 
strong ties to the scientific community, and a strong track 
record on public policy issues. 


Dr. Young told the ABRAC that a decision must be made on whether 
to spend the money by the end of the week. Dr. Bruggemann 
expressed concern about the absence of a competition for the 
money. Dr. Sederoff said he would prefer to see the issue 
discussed in a more fundamental, scholarly way. 


After considerable discussion, Dr. Sederoff made the following 
motion, as amended: 


at], 


The ABRAC recommends that funds be encumbered for a 
conference on societal issues related to food 
biotechnology. The objective of the conference would 
include the issuance of a public proceedings. The 
conference would be a cooperative venture with other 
organizations, and USDA’s Office of Agricultural 
Biotechnology would serve as coordinator. The 
conference would include a diversity of topics and 
perspectives. 


Dr. Hill seconded the motion. The motion was approved by a vote 
of 12-0. 


Dr. Vidaver asked Drs. Kline, Harlander, and Marrone to serve as 
a coordinating committee to help ABRAC put the conference 
together. 


Dr. Vidaver then asked Dr. Young to update the ABRAC on the 
President’s Biotechnology Research Initiative, the Auburn 
University transgenic catfish proposal, and the status of the 
Guidelines. 


Biotechnology Research Initiative 


Dr. Young told the ABRAC that under the President’s Biotechnology 
Research Initiative, considerably more funding for biotechnology 
— including agricultural biotechnology — may become available in 
fiscal year 1994. Earlier this summer, Federal agencies were 
asked to prioritize their biotechnology research programs in 
preparation for receiving these funds. USDA has selected six or 
seven major areas; actual budget figures are not yet fixed. Dr. 
Young said he would submit the finished product to the ABRAC at 
the next meeting. 


With regard to the Auburn University transgenic catfish proposal, 
Dr. Young said that the ABRAC’s recommendations had been passed 
to the CSRS Administrator. The Administrator approved the Auburn 


project proposal. 


With regard to the Guidelines, Dr. Young said that USDA had 
endorsed them and distributed them to all of the Institutional 
Biosafety Committees (IBC’s) and to requesters in 85 countries. 
Three thousand copies have been shipped to individuals and 
institutions. 


However, there are no plans to formally implement the Guidelines. 
Dr. Young explained that the Presidential "scope" document 
published in February, 1992, clearly stated that biotechnology 
should not be distinguished from other scientific technologies. 
That statement made it clear the scope of the Guidelines would 
not be acceptable to the Office of Management and Budget, which 
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must approve any proposed regulations. Consequently, USDA 
decided not to attempt to implement the Guidelines in a formal 
manner. However, there is a proposal to hold workshops for the 
IBC’s to lay out the Guidelines and discuss related issues. 


Dr. Harlander said that she had received a letter from the 
Biotechnology Research Subcommittee asking for comments on ' 
government-wide research priorities, and that she was surprised 
that agriculture and forestry did not show up clearly. She said 
that ABRAC should comment on those omissions. Dr. Young pointed 
out that, when compared with areas such as medical biotechnology, 
agriculture is not a large budget area. He expressed the hope 
thateaguiculcuremwiullerarer better in 1994 than it did injlgo3" 


Dr. Vidaver then asked the ABRAC to discuss the solicitation of 
proposals for risk assessment research. 


Risk Assessment Research Priorities 


Dr. Young noted that at its March meeting the ABRAC had approved 
the drafting of a letter to the Acting Assistant Secretary for 
Science and Education which suggested priorities for risk 
assessment research. That letter applied to fiscal year 1992; 
the question before the ABRAC was whether the same letter should 
apply to fiscal year 1993. 


Dr. Andow suggested that the two bulleted items in the letter be 
rewritten so that they reflect the ABRAC’s desire for an overall 
structure within which six more specific topics could be 
delineated. Dr. Kapuscinski agreed, and pointed out that 
reworking the bulleted paragraphs in the manner Dr. Andow 
suggested would create a preamble for more specific proposals. 
She added that one such proposal should be related to "the 
techniques or tools for environmental risk assessment, especially 
those aimed at integrating laboratory, mesocosm, and computer- 
aided approaches." 


Dr. Fraley suggested that another priority should be food safety, 
but other members questioned whether the provision of the 1990 
Farm Bill would permit that. After considerable discussion, the 
ABRAC decided to send two letters: one with the suggestions of 
Drs. Andow and Kapuscinski, and the other with suggestions that 
other issues such as food safety also be addressed in risk 
assessment research. 


Dr. Vidaver then asked Dr. Marvin Norcross of USDA’s Food Safety 
and Inspection Service (FSIS) to discuss his agency’s policy on 
transgenic animals. 
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FSIS Policy on Transgenic Animals 


Dr. Norcross said that little had changed on this issue since the 
previous ABRAC meeting. He said that FSIS was working with the 
U.S. Food and Drug Administration (FDA); U.S. Environmental 
Protection Agency (EPA); and APHIS to develop such a policy. He 
said that he hoped that a document would be ready for the ABRAC 
to review by the next meeting. 


Dr. Kapuscinski asked what the relationship of the policy would 
be to the current moratorium on Federal regulations. Dr. 
Norcross said that there should be no need for new regulations 
regarding transgenic animals because FSIS regulates products, not 
processes. However, knowledge about the process is necessary to 
effectively regulate a product. Also needed is agreement on 
which Federal agency will have the lead role in implementing a 
transgenic animal policy. 


Dr. Vidaver thanked Dr. Norcross for his presentation and asked 
Dr. Andow to report on whether the Risk Assessment Working Group 
had been able to determine what its next steps should be. 


Future Direction for Risk Assessment Working Group 


Dr. Andow said that the Working Group could recommend that 
because of the large body of experience with transgenic plants 
and plants in general, it would be appropriate for the Working 
Group to review this experience and develop broader scientific 
inferences and generalities to help USDA develop policies on 
transgenic plants. However, the Working Group hasn’t decided how 
to perform those tasks. 


Dr. Andow said he would like the Working Group to meet as early 
as two months hence but no later than six months hence to further 
explore these issues. He noted that he had shortened the 
timetable for responses by the Working Group members to the APHIS 
performance standards: he now wanted written responses in two 
weeks (not three). 


Dr. Vidaver then directed the ABRAC’s attention to its future 
agenda and future meetings. 


Future Agenda and Meetings 


Dr. Young said that the fiscal year 1993 ABRAC budget would 
permit the convening of two full ABRAC meetings and a number of 


smaller working group meetings. 


Dr. Young suggested that the next full ABRAC meeting be held in 
conjunction with the proposed March workshop at the North 
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Carolina Biotechnology Center. Dr. Norcross thought thatiray Maren 
meeting would be too late to allow the ABRAC to review the FSIS 
policy on transgenic animals. Ms. Cordle pointed out that an — 
ABRAC working group could meet to review the proposed FSIS policy 
sooner if necessary. 


Dr. Kline asked if the ABRAC should continue to hear about 
documents such as the OECD draft presented the day before by Dr. 
Cook. Dr. Young asked if the current ABRAC shared Dr. Korwek’s 


opinion. 


Dr. Vidaver said that she would welcome anyone who sought the 
ABRAC’s advice even if the request does not come directly from 
USDA, as was the case with the request to review the OECD draft. 
Dr. Sederoff said that the ABRAC should operate on three levels: 
listening to information about others’ activities; providing 
informal advice; and providing formal advice. 


The ABRAC agreed that the societal issues workshop should be held 
before the next ABRAC meeting so that the ABRAC could better 
discuss the role it wants to play in examining such issues. 


Dr. Fraley cited Dr. Acker’s remarks about trade the previous 
day, and suggested that the ABRAC examine trade issues. 


Dr. Young suggested that each ABRAC member send a half-page 
write-up of an idea he or she has of a subject the ABRAC should 
explore. The OAB could then find out what the Federal government 
and other entities are doing to explore that subject and see if 
there are any activities gaps that the ABRAC might fill. The 
ABRAC agreed to submit its ideas to OAB before October 1, 1992. 


Dr. Harlander asked what role the ABRAC should take in exploring 
all of these issues. Dr. Young said that the ABRAC is an 
advisory committee, and can advise USDA not only on research but 
also on policies. Dr. Sederoff added that the ABRAC can and 
should provide intellectual leadership in this area, but that it 
is neither a funding agency nor a public information agency. 


Dr. Fraley asked whether the ABRAC has a role to play in 
communicating the results of the actions taken on biotechnology. 
For example, when the OECD report is completed, ABRAC could share 
information on how the report reached the conclusions it did. 


Dr. Young expressed concern that not enough is being done to 
inform people about what is going on in agricultural 
biotechnology. Dr. Lichens-Park asked that the ABRAC tell the 
NBIAP what kind of information is needed in its database. 


The ABRAC then tentatively agreed to hold full meetings in March 
1993 in conjunction with the proposed workshop on societal issues 
in biotechnology, and in July or August in conjunction with the 


onl 
aquaculture workshop. The working groups on risk assessment and 
aquatic biotechnology and environmental safety wish to meet in 
thegrall, 


Dr. Harlander moved that the meeting adjourn. Dr. Hill seconded 
the motion. The meeting adjourned at 2:43 p.m. 
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APPENDIX A 


LIST OF VISITORS 
UNITED STATES DEPARTMENT OF AGRICULTURE 
AGRICULTURAL BIOTECHNOLOGY RESEARCH ADVISORY COMMITTEE 
Meeting of August 26-27, 1992 


Lisa Zannoni, Office of the Secretary, USDA 

Jim Rasekh, Food Safety and Inspection Service, USDA 

Cassandra Klotz, Economic Research Service, USDA 

Kelly Day, Economic Research Service, USDA 

Margriet Casswell, Economic Research Service, USDA 

Ken Reid, Food Chemical News 

Jim Webster, Sparks Companies, Inc. 

Bharat Patel, Food Safety and Inspection Service, USDA 

David Berkowitz, U.S. Food and Drug Administration 

Margaret Holton, Bureau of National Affairs 

Pat Basu, Food Safety and Inspection Service, USDA 

Oto Urban, Food Safety and Inspection Service, USDA 

Marvin Norcross, Food Safety and Inspection Service, USDA 

Duane Acker, Office of the Secretary, USDA 

Roger Jennings, British Embassy 

Terry Stone, Monsanto Company 

Frank Serdy, Monsanto Company 

Chester Dickerson, Monsanto Company 

Larry McDaniel, American Phytopathology Association 

Peter Dunn, Purdue University 

Steven Burke, North Carolina Biotechnology Center 

Amy Melnick, American Society for Microbiology 

Alan Raul, U.S. Department of Agriculture 

Tom Brady, National Science Foundation 

David Mackenzie, Cooperative State Research Service, USDA 

Ann Lichens-Park, Cooperative State Research Service, USDA 

Jay Blowers, Cooperative State Research Service, USDA 

Thelma Drummond, Cooperative State Research Service, USDA 

Linda Gasparello, Biotech Daily 

Samewluuls senomdtil liation 

Eileen Kugler, Institute for Science and Society 

Jeff Barach, National Food Processors Association 

Robert G. Zimbelman, American Society of Animal Science 

John Payne, Animal and Plant Health Inspection Service, USDA 

Sally McCammon, Animal and Plant Health Inspection Service, USDA 

Catherine Joyce, Animal and Plant Health Inspection Service, USDA 

John Roth, Animal and Plant Health Inspection Service, USDA 

T. Shimada, Ambience Awareness International, Inc. 

Edward Korwek, Hogan and Hartson 

George Davatelis, Department of State 

De Andra Beck, Office of International Cooperation and 
Development, USDA 


24 


Richard Hegg, Cooperative State Research Service, USDA 
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